Institutional Review Board Approval Form or Document

I would confirm that the study protocol was reviewed and approved by the independent ethics
committee at each participating site, prior to the study initiation. Summary of IEC/IRB Name,
Certification IDs, and approval date in the Table below. The IEC/IRB approval certificates are in
the enclosures.

No. | IEC/IRB Name Certification IDs Approval date
1 | The Ethics Committee, Institute
for the Development of Human IHRP 2365/2556 27 Dec 2013

Research Protections (IHRP)
2 | The Ethics Committee, Udon

Thani Hospital 8/2559 06 Jun 2016
3 | Siriraj Institutional Review
Board Faculty of Medicine 3i 588/2016 15 Sep 2016

Siriraj Hospital, Mahidol
University

Pc'ao\h'do\ Ghueagfm LR

Piyatida Chuengsaman, M.D

Principal Investigator/Corresponding author
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Ethics Committee

Institute for the Development of Human Research Protections (IHRP)

Building 8 Floor 7 Room 702 Department of Medical Science Ministry Public Health Nonthaburi Thailand 11000

Certificate of Approval

Title of Project: An open-label prospective study to evaluate the efficacy and safety of a recombinant

human Erythropoietin (Hema-Plus) for the management of anemia in patients on

peritoneal dialysis

Study Code: APXF001-01

Principle Investigator: 1. Dr. Piyatida Chuengsaman

2. Dr.Surapong Narenpitak

Responsible Organization: 1. Banphaeo Hospital (Prommitr)

2. Udonthani Hospital

Document Reviewed:

1.

APXF001-01Thai Research Proposal V4.0 dated 04 March 2016 (Based on Protocol v2.0 dated 02 Sep
2015)

Information Sheet and Informed Consent Form for UdonThani Hospital version 1.0 dated 04 Mar 2016
(based on APFX001-01, ICF version 3.0 dated 02 Sep 2015)

“KDQOL-SF” Kidney Disease Quality of Life Short FormThai Version

Hema-Plus Package Insert of prefilled syringe 2000, 4000, 10000 and vial 4000 version Feb 2016
Hema-Plus Registration Certificate of prefilled syringe 2000, 4000, 10000 and vial 4000 version Feb 2016
Curriculum Vitae and GCP Certificate of Principal Investigator, Dr. Surapong Narenpitak, M.D.

Local EC Approval for APXF001-01dated 06June 2016

IHRP Approval forAPXF001-01 No. 2365/2556 dated27 December 2013

APXF001-01 Full English Protocol Version 2.0 dated 02 Sep 2015

10. Patient Materials

- Patient dairyversion2.0 dated16 Dec 2013

- Patient education material - product handle and storage condition, Jan 2014

11. Case Report Form version (CRF) date 19 Oct 2015
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Ethics Committee

Institute for the Development of Human Research Protections (IHRP)

Building 8 Floor 7 Room 702 Department of Medical Science Ministry Public Health Nonthaburi Thailand 11000

The Ethics Committee of Institute for the Development of Human Research Protections (IHRP) had reviewed the

research proposal. Concerning on scientific, ICH-GCP and ethical issues, the committee has approved for the

implementation of the research study mentioned above.

(Dr.Vichai Chokevivat) (Dr.Pramote Stienrut)

Chairman Committee and Secretary

Date of Approval: June 27, 2016
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2 WANGLANG Rd. BANGKOKNOI

Tel. +66 2419 2667-72

Fax. +66 2411 0162

BANGKOK 10700
Siriraj Institutional Review Board
Certificate of Approval
COA no..Si588/2016
Protocol Title An open-label prospective study to evaluate the efficacy and safety of a recombinant

Protocol number :  506/2559(EC3)

Principal Investigator/Affiliation : Dr.Suchai Sritippayawa, M.D. / Department of Medicine

Research site

Approval includes :

1. SIRB submission form, Protocol Number APXF001-01, version 1.0, 01 Sep 2016
Participant information sheet and Informed consent form, Protocol Number APXF001-01, version 1.0, 01 Sep 2016

Full English Protocol

4. Case Report Form

5. Questionnaire

6. Patient Materials

7. Package Inserts (Thai and English)

8. Thai FDA Registration document

9. Curriculum vitae

human Erythropoietin (Hema-Plus) for the management of anemia in patients 0
peritoneal dialysis (Protocol Number APXF001-01)

Faculty of Medicine Siriraj Hospital, Mahidol University

Faculty of Medicine Siriraj Hospital

APXF001-01 Full English Protocol Version 2.0 dated 02 Sep 2015

Case Report Form version date 19 Oct 2015

Questionnaire "Kidney Disease Quality of Life", Thai Version

Patient diary version 2.0 date 16 Dec 2013

Patient education material - product handle and storage condition, Jan 2014

Hema Plus 2000, 4000, 10000, Feb 2016
Hema Plus 4000 (Vial), Feb 2016

Hema-Plus 4000 (Prefilled Syringe) 2000, 4000,10000
Hema-Plus 4000 (Vial)

Page 1/ 2

WU 59M1UNafA5 3% 2341/3.000 LHL/A.A.57/M/2667/Mat.10023252/3060




Approval date : September 15, 2016
Expired date : September 14, 2017

This is to certify that Siriraj Institutional Review Board is in full compliance with international guidelines
for human research protection such as the Declaration of Helsinki, the Belmont Report, CIOMS Guidelines and
the International Conference on Harmonization in Good Clinical Practice (ICH-GCP)

.......... &BA ¢ ot 2006

(Prof. Chairat Shayakul, M.D.) date
Chairperson

2 2 StP 2016
(Prof.Dr. Prasit Watanapa, M.D., Ph.D.) date
Dean of Faculty of Medicine Siriraj Hospital

AU Siriraj Institutional Review Board (SIRB) Approved Investigators must comply with the
following: -

1. Conduct the research as approved by the SIRB and will not make any changes in the research without
prior SIRB review and approval, except when necessary to eliminate apparent immediate hazards to
participants.

2. Use only the forms bearing the ‘SIRB APPROVED STAMP’ in the research.

3. Conduct the informed consent process without coercion or undue influence, and give sufficient opportunity
to consider participation. One copy of the consent and/or assent form must be given to the subject after it
is signed.

4. Promptly report to the SIRB of any new information that may affect the safety and well-being of the
subjects.

5. Report to the SIRB all serious adverse events, unanticipated problems, protocol deviation and/or violation
in accordance with the SIRB policy and operating procedures.

6. Provide the progress report to the SIRB as a Continuing Review 30 days prior to the COA expiration for at
least once a year from the approval date unless otherwise indicated. The Continuing Review must be used
to renew approval prior to the expired date.

7. Provide the Final Report as a close-out within 30 days after the research is complete.

Non-compliance may result in the suspension or termination of the study.

Version 6 Effective date March 28, 2016 Page 2 / 2
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Institute for the Development of Human Research Protections (IHRP)

Building 8 Floor 7 Room 702 Department of Medical Science Ministry Public Health Nonthaburi Thailand 11000

Certificate of Approval

Title of Project: An open-label prospective study to evaluate the efficacy and safety of a recombinant

human Erythropoietin (Hema-Plus) for the management of anemia in patients on

peritoneal dialysis

Study Code: APXF001-01

Principle Investigator: Dr. Piyatida Chuengsaman

Responsible Organization: Banphaeo Hospital (Prommitr)
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APXF001-01 Thai Research Proposal V2.0 dated 16Dec2013 (based on Protocol Original Version dated
06 Aug 2013

Thai Protocol Summary V1.0 dated 06Aug2013 (Based on Protocol Original Version dated 06 Aug 2013)
APXF001-01 Full English Protocol Version dated 06 Aug 2013

Thai ICF version 2.0 dated 16 Dec 2013

Patient diary version 2.0 dated 16 Dec 2013

Thai version of the Kidney Disease Quality of Life 36 (KDQOL-36) questionnaire
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Case report form draft version date 06 Aug 2013
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Building 8 Floor 7 Room 702 Department of Medical Science Ministry Public Health Nonthaburi Thailand 11000

The Ethics Committee of Institute for the Development of Human Research Protections (THRP) had reviewed the
research proposal. Concerning on scientific, ICH-GCP and ethical issues, the committee has approved for the

implementation of the research study mentioned above.

( Dr.Vichai Chokevivat) (Dr.Pramote Stienrut)

Chairman Committee and Secretary

Date of First Meeting: November 29, 2013

Date of Approval: December 27, 2013





